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not amended are also listed for ease of reference, for example, claims 17-19, 21, 22, 25, 26, 29, 
30, 36, 81, 91-93, 95, 96, 99, 100, 103, 104, 109, 112, 129-131, 133, 134, 137, 138, 141, 142, 
and 150. 

1 . (Amended) A method of treating a gastr^ acid related disorder in a subject in 
need thereof, comprising: 




providing a'iolid pharmaceutical composition for oral administration to the subject, the 
composition comprising a therapeutically effective amount of at least one acid labile, substituted 
benzimidazole H + ,K + -ATPase proton pumi/inhibitor, and an amount of at least one buffering 
agent sufficient to increase gastric fluid pH to a pH that prevents acid degradation of at least 
some of the proton pump inhibitor in me gastric fluid so as to achieve an initial serum 
concentration of the proton pump inhibitor greater than about 0.1 jag/ml at any time within about 
30 minutes after administration of the composition; and 

orally administering the pharmaceutical composition to the subject. 

2. (Amended) The method of claim 1, wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 (ig/ml at anytime within about 30 minutes after administration of the composition. 

3. (Amended) The method of claim 1, wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 (ag/ml at any time within about 20 minutes after administration of the composition. 

4. (Amended) The method of claim 1, wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 
0.15 fig/ml from about 10 minutes to about 30 minutes after administration of the composition. 
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\yY 5. (Amended) The method of c|aim 1, wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.1 jig/ml at any time within about 15 minutes after administration of the composition. 

6. (Amended) The method or claim 1 , wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 {ig/ml at any time within about 15 minutes after administration of the composition. 

8. (Amended) The method of claim 1, wherein the pharmaceutical composition is in 
a form selected from the group consisting of a tablet, capsule, powder, suspension tablet, 
effervescent tablet or capsule, chewable tablet, granules, pellets, and a liquid created by mixing 
any of the foregoing with an aqueous medium. 

9. (Amended) The methon of claim 1, wherein at least some of the proton pump 



inhibitor is coated/ 



A 
J 



1/ 



10. (Amended) The method of claim 1, wherein the amount of the proton pump 
inhibitor absorbed into the serum is therapeutically effective in treating the gastric acid related 
disorder selected from the group consisting of duodenal ulcer disease, gastric ulcer disease, 
gastroesophageal reflux disease, erosive esophagitis, poorly responsive symptomatic 
gastroesophageal reflux disease, pathological gastrointestinal hypersecretory disease, Zollinger 
Ellison Syndrome, heartburn, esophageal disorder, and acid dyspepsia. 

1 1 . (Amended) The method of claim 1, wherein the proton pump inhibitor is selected 
from the group consisting of omeprazole, lansoprazole, rabeprazole, esomeprazole, pantoprazole, 
pariprazole, and leminoprazole, oj: an enantiomer, isomer, tautomei^^^^mid^ d^rivati^^ 
prodmg>(ftee base, orsalt^thereoft 
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12. (Amended) The method of c^aim 1 , wherein the amount of the proton pump 
inhibitor is about 2 mg to about 300 mg. 

13. (Amended) The method of/claim 1, wherein the amount of the proton pump 
inhibitor is about 10 mg to about 120 mg./ 

14. (Amended) The method of claim 1 , wherein the amount of the proton pump 
inhibitor is about 2 mg, about 5 mg, about 10 mg, about 15 mg, about 20 mg, about 25 mg, about 
30 mg, about 35 mg, about 40 mg, about 45 mg, about 50 mg, about 55 mg, about 60 mg, about 
65 mg, about 70 mg, about 75 mg, about 80 mg, about 85 mg, about 90 mg, about 95 mg, about 
100 mg, about 105 mg, about 110 mgJ about 115 mg. or %? llf 1 2Qjng ■ 



1 7. (Not Amended) The method of claim 1 , wherein the amount of the buffering 
agent is about 0.1 mEq to about 2.5 mEq per mg of proton pump inhibitor. 

18. (Not Amended) The pethod of claim 1 , wherein the amount of the buffering 
agent is about 10 mEq to about 70 mEq. 

19. (Not Amended) Th^ method of claim 1, wherein the amount of the buffering 
agent is at least 10 mEq. 




20. (Amended) The method of claim 1 , wherein the amount of the buffering agent is 
about 15 mEq to about 55 mEq. 

21 . (Not Amended) the method of claim 1, wherein the buffering agent comprises a 
combination of calcium carbonale and sodium bicarbonate. 

22. (Not Amended) /The method of claim 1, wherein the buffering agent comprises a 
bicarbonate salt of a Group I A petal. 

23. (Amended) The method of claim 1, wherein the buffering agent is selected from 

I 

the group consisting of a bicarbonate salt of a Group IA metal, an alkali earth metal buffering 
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agent, a calcium buffering agent, a magnesiui i buffering agent, an aluminum buffering agent, 
sodium bicarbonate, potassium bicarbonate, ipagnesium hydroxide, magnesium lactate, 
magnesium gluconate, magnesium oxide, mignesium aluminate, magnesium carbonate, 
magnesium silicate, magnesium citrate, aluminum hydroxide, aluminum phosphate, aluminum 
hydroxide/magnesium carbonate, potassium carbonate, potassium citrate, aluminum 
hydroxide/sodium bicarbonate coprecipitate, aluminum glycinate, aluminum magnesium 
hydroxide, sodium citrate, sodium tartrate/ sodium acetate, sodium carbonate, sodium 
polyphosphate, potassium polyphosphate] sodium pyrophosphate, sodium dihydrogen phosphate, 
potassium pyrophosphate, disodium hydipgenphosphate, dipotassium hydrogenphosphate, 



trisodium phosphate, tripotassium phos] 



ate, potassium metaphosphate, calcium acetate, 



calcium glycerophosphate, calcium chlqride, calcium hydroxide, calcium lactate, calcium 
carbonate, calcium gluconate, calcium bicarbonate, calcium citrate, calcium phosphate 
magnesium phosphate, potassium phosfchate, sodium phosphate, 
trihydroxymethylaminomethane, an amino acid, an acid salt of an amino acid, an alkali salt of an 
amino acid, and combinations of any if t he foregoing. 

25. (Not Amended) The nfiethod of claim 1 , wherein the buffering agent comprises 
sodium bicarbonate. 

26. (Amended) The method of claim 25, wherein the sodium bicarbonate is in an 
amount from about 250 mg to about' 4000 mg. 

27. (Amended) The meihod of claim 25, wherein the sodium bicarbonate is in an 
amount from about 1000 mg to about 2000 mg. 

28. (Amended) The method of claim 25, wherein the sodium bicarbonate is in an 
amount of at least about 400 mg. 
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29. (Not Amended) The method of claim 1, wherein the buffering agent comprises 
calcium carbonate. 

30. (Not Amended) The method of claim 29, wherein the calcium carbonate is in an 
amount from about 2 50 mg to about 4jD00 mg. 

31. (Amended) The method of claim 29, wherein the calcium carbonate is in an 
amount from about 1000 mg to about 2000 mg. 

32. (Amended) The mefhod of claim 29, wherein the calcium carbonate is in an 
amount of at least about 400 mg. 

34. (Amended) The mfethod of claim 1 , wherein the composition further comprises at 
least one of an excipient, a pharmaceutical^ compatible carrier, a binder, a suspending agent, a 



flavoring agent, a sweetening ag< 



it, a disintegrant, a flow aid, a lubricant, an adjuvant, a 



colorant, a diluent, a moistening ^gent, a preservative, a parietal cell activator, an anti-foaming 
agent, an antioxidant, a chelating agent, an antifungal agent, an antibacterial agent, or an isotonic 
agent, and combinations of any jof the foregoing. 

35. (Amended) Thej method of claim 1, wherein the composition further comprises 
one or more flavoring agents comprising aspartame, thaumatin, sucrose, dextrose, or a chocolate, 
a cocoa, a cola, a peppermint, a spearmint, a watermelon, an apple, a caramel, a meat, a root 
beer, a maple, a cherry, a coffee, a mint, a licorice, a nut, a butter, a butterscotch, a butter pecan, 
or a peanut butter flavoring, and combinations of any of the foregoing. 

36. (Not Amendep) The method of claim 1 , wherein the composition is administered 
once or twice a day. 
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75. (Amended) A method of treating a gastric acid relate^ disorder in a subject in 
need thereof, comprising: 

orally administering to the subject a pharmaceutical composition in an oral dosage form 
or immediate release into an absorption pool having a highl/ acidic pH, the composition 
comprising a therapeutically effective amount of at least orfe acid labile, substituted 
benzimidazole H^K^-ATPase proton pump inhibitor, arp an amount of at least one buffering 
agent sufficient to increase the pH of the absorption pofol of the subject to a pH that prevents acid 
degradation of at leastso^^fffie proton pump inhj/oitor so as to achieve an initial serum 
concentration of the proton pump inhibitor greateythan about 0.1 fig/ml at any time within about 
30 minutes after administration of the composition. 

76. (Amended) The method of claim 75, wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 )ig/ml at any time within abodt 30 minutes after administration of the composition. 

77. (Amended) The method of claim 75, wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 
0.15 \xg/ml from about 10 minutes'to about 30 minutes after administration of the composition. 

78. (Amended) The/method of claim 75, wherein the composition is administered in 



an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 jxg/ml at any tim^ within about 20 minutes after administration of the composition. 

79. (Amended) The method of claim 75, wherein the composition is administered in 
an amount to achieve ai/initial serum concentration of the proton pump inhibitor greater than 
about 0.1 |^g/ml at an^ time within about 15 minutes after administration of the composition. 
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80. (Amended) The method of claim 75, wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 )ig/ml at any time within about 15 minutes after administration of the composition. 
81 . (Not Amended) The method of claim 75, wherein the subject is fasting. 

82. (Amended) The method off claim 75, wherein the pharmaceutical composition is 
in a form selected from the group consisting of a tablet, capsule, powder, suspension tablet, 
effervescent tablet or capsule, chewable tablet, granules, pellets, and a liquid created by mixing 
any of the foregoing with an aqueous medium. 

83. (Amended) The metho<£ of claim 75, wherein at least some of the proton pump 
inhibit or is coated. 

85. (Amended) The method of claim 75, wherein the^prqtpn pump inhibitor is 
selected from the group consisting o| omeprazole, lansoprazole, rabeprazole, esomeprazole, 
pantoprazole, pariprazole, and lemimoprazole, or an enantiomer, isomer, tautomer, ester, amide, 
derivative, prodrug, free base, or salt thereof. 

86. (Amended) The method of claim 75, wherein the amount of the proton pump 
inhibitor is about 2 mg to about 500 mg. 

87. (Amended) The method of claim 75, wherein the amount of the proton pump 
inhibitor is about 10 mg to aboiit 120 mg. 

88. (Amended) The method of claim 75, wherein the amount of the proton pump 
inhibitor is about 2 mg, about/ 5 mg, about 10 mg, about 15 mg, about 20 mg, about 25 mg, about 
30 mg, about 35 mg, about 4o mg, about 45 mg, about 50 mg, about 55 mg, about 60 mg, about 
65 mg, about 70 mg, about 75 mg, about 80 mg, about 85 mg, about 90 mg, about 95 mg, about 

1 00 mg, about 105 mg, abqut 1 10 mg, about 115 mg, or about 1 20 mg. 
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91 . (Not Amended) The method of claim 75, wherein the amount of tjie buffering 
agent is about 0.1 mEq to about 2.5 mEq per mg of proton pump inhibitor. 

92. (Not Amended) The method of claim 75, wherein the amou/ft of the buffering 
agent is about 10 mEq to about 70 mEq. 

93. (Not Amended) The method of claim 75, wherein the/dmount of the buffering 
agent is at least 10 mEq. 

94. (Amended) The method of claim 75, wherein tl)£ amount of the buffering agent is 
about 15 mEq to about 55 mEq. 

95. (Not Amended) The method of claim 75, ^herein the buffering agent comprises a 
combination of calcium carbonate and sodium bicarbonate. 

96. (Not Amended) The method of clairp 75, wherein the buffering agent comprises a 
bicarbonate salt of a Group I A metal. 

97. (Amended) The method of claim 75, wherein the buffering agent is selected from 
the group consisting of a bicarbonate salt of/a Group IA metal, an alkali earth metal buffering 
agent, a calcium buffering agent, a magnesium buffering agent, an aluminum buffering agent, 
sodium bicarbonate, potassium bicarbonate, magnesium hydroxide, magnesium lactate, 
magnesium gluconate, magnesium oxide, magnesium aluminate, magnesium carbonate, 
magnesium silicate, magnesium cifrate, aluminum hydroxide, aluminum phosphate, aluminum 
hydroxide/magnesium carbonate, potassium carbonate, potassium citrate, aluminum 
hydroxide/sodium bicarbonate coprecipitate, aluminum glycinate, aluminum magnesium 
hydroxide, sodium citrate, sodium tartrate, sodium acetate, sodium carbonate, sodium 
polyphosphate, sodium dihydrogen phosphate, potassium polyphosphate, sodium pyrophosphate, 



potassium pyrophosphate, disodium hydrogenphosphate, dipotassium hydrogenphosphate, 
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trisodium phosphate, tripotassium phosphate, potassium metaphosphate, calcium acetate, 
calcium glycerophosphate, calcium chloride, calcium hydroxide, calcium lactate, calcium 
carbonate, calcium gluconate, calcium bicarbonate, calciunycitrate, calcium phosphate 
magnesium phosphate, potassium phosphate, sodium phosphate, 

trihydroxymethylaminomethane, an amino acid, an aci/salt of an amino acid, an alkali salt of an 
amino acid, and combinations of any of the foregoir 

99. (Not Amended) The method of cl^im 75, wherein the buffering agent comprises 
Ql/ sooi urn bicarbonate. 

100. (Not Amended) The method df claim 99, wherein the sodium bicarbonate is in an 
amount from ab out 250 mg to about 4000 mg. __ 

101 . (Amended) The method of claim 99, wherein the sodium bicarbonate is in an 
amount from about 1000 mg to about ^000 mg. 

(3 102. (Amended) The method of claim 99, wherein the sodium bicarbonate is in an 

amount of at least about 400 mg. 

103. (Not Amended) Jhe method of claim 75, wherein the buffering agent comprises 
calcium carbonate. 

104. (Not Amended) The method of claim 103, wherein the calcium carbonate is in an 
amount from about 250 mg to about 4000 mg. 

105. (Amended) The method of claim 103, wherein the calcium carbonate is in an 
amount from about 1000 mg to about 2000 mg. 

106. (Amended) The method of claim 103, wherein the calcium carbonate is in an 
amount of at least about 400 mg. 
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108. (Amended) The method of claim 75, wl/erein the composition further comprises 
at least one of an excipient, a pharmaceutical^ compatible carrier, a binder, a suspending agent, 
a flavoring agent, a sweetening agent, a disintegrapt, a flow aid, a lubricant, an adjuvant, a 
colorant, a diluent, a moistening agent, a presen/ative, a parietal cell activator, an anti-foaming 
agent, an antioxidant, a chelating agent, an antifungal agent, an antibacterial agent, or an isotonic 
agent, and combinations of any of the foregoing. 

109. (Not Amended) The method of claim 75, wherein the subject is an adult human. 

110. (Amended) The methoa of claim 75, wherein the disorder is selected from the 
group consisting of duodenal ulcer disease, gastric ulcer disease, gastroesophageal reflux disease, 
erosive esophagitis, poorly responsive symptomatic gastroesophageal reflux disease, 
pathological gastrointestinal hypersecretory disease, Zollinger Ellison Syndrome, heartburn, 
esophageal disorder, and acid ayspepsia. 

111. (Amended) 'Dne method of claim 75, wherein the composition further comprising 
one or more flavoring agents comprising aspartame, thaumatin, sucrose, dextrose, or a chocolate, 
a cocoa, a cola, a peppermint, a spearmint, a watermelon, an apple, a caramel, a meat, a root 
beer, a maple, a cherry 7a coffee, a mint, a licorice, a nut, a butter, a butterscotch, a butter pecan, 
or a peanut butter flavoring, and combinations of any of the foregoing. 

1 12. (NotyAmended) The method of claim 75, wherein the composition is 
administered once/or twice a day. 
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113. (Amended) A method of making a pharmaceutical composition for oral 
administration to a subject, comprising: 

admixing a therapeutically effective amount of at least/one acid labile, substituted 
benzimidazole H + ,K + -ATPase proton pump inhibitor, and ari amount of at least one buffering 
agent sufficient to increase the pH of an absorption po^^tl^ubjectt^a pH that prevents acid 
degradation of at least some of the proton pump inhibitor so as to achieve an initial serum 
concentration of the proton pump inhibitor greater than about 0.1 |ig/ml at any time within about 
30 minutes after administration of the compositioi 

1 14. (Amended) The method of clainY 1 13, wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 jLXg/ml at any time within about 3,0 minutes after administration of the composition. 

115. (Amended) The method of claim 113, wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 
0.15 |!g/ml from about 10 minutes to About 30 minutes after administration of the composition. 

1 16. (Amended) The method of claim 113, wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 |ig/ml at any time within about 20 minutes after administration of the composition. 

117. (Amended) The method of claim 113, wherein the composition is administered in 
an amount to achieve an inftial serum concentration of the proton pump inhibitor greater than 
about 0.1 jig/ml at any time within about 15 minutes after administration of the composition. 

118. (Amended) The method of claim 113, wherein the composition is administered in 
an amount to achieved initial serum concentration of the proton pump inhibitor greater than 
about 0.15 ^g/ml at any time within about 15 minutes after administration of the composition. 
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120. (Amended) The method of claim 113, wherein the pharmaceutical composition is 
in a form selected from the group consisting of a tablet, capsme, powder, suspension tablet, 
effervescent tablet or capsule, chewable tablet, granules, pallets, and a liquid created by mixing 
any of the foregoing with an aqueous medium. 

121. (Amended) The method of claim 1 1 3,/vherein at least some of the proton pump 
inhibitor is coated. 

122. (Amended) The method of claim ^13, wherein the proton pump inhibitor is acid 
sensitive. 

123. (Amended) The method of claftm 113, wherein the proton pump inhibitor is 
selected from the group consisting of omeprazole, lansoprazole, rabeprazole, esomeprazole, 
pantoprazole, pariprazole, and leminoprapole, or an enantiomer, isomer, tautomer, ester, amide, 
derivative, prodrug, free base, or salt thereof. 

124. (Amended) The method of claim 113, wherein the amount of the proton pump 
inhibitor is about 2 mg to about 300 mg. 

125. (Amended) The method of claim 113, wherein the amount of the proton pump 
ibitor is about 10 mg to about 120 mg. 

126. (Amended) The method of claim 113, wherein the amount of the proton pump 



inhibitor is about 2 mg, about 5 mg, about 10 mg, about 15 mg, about 20 mg, about 25 mg, about 



30 mg, about 35 mg, about 40 mg, about 45 mg, about 50 mg, about 55 mg, about 60 mg, about 
65 mg, about 70 mg, about 75 mg, about 80 mg, about 85 mg, about 90 mg, about 95 mg, about 

100 mg, about 105 mg/about 110 mg, about 115 mg, or about 120 mg. 

129. (Not Amended) The method of claim 113, wherein the amount of the buffering 
agent is about 0.1 mfeq to about 2.5 mEq per mg of proton pump inhibitor. 
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130. (Not Amended) The method of claim 1 ][3, wherein the amount of the buffering 
agent is about 10 mEq to about 70 mEq. 

131. (Not Amended) The method of clairji 113, wherein the amount of the buffering 
agent is at least 10 mEq. b 

1 32. (Amended) The method of claim/l 13, wherein the amount of the buffering agent 
is about 15 mEq to about 55 mEq. 

133. (Not Amended) The method off claim 113, wherein the buffering agent comprises 
a combination of calcium carbonate and sodium bicarbonate. 

134. (Not Amended) The method/of claim 1 1 3, wherein the buffering agent comprises 
a bicarbonate salt of a Group I A metal. 

135. (Amended) The method of claim 113, wherein the buffering agent is selected 
from the group consisting of a bicarbonate salt of a Group IA metal, an alkali earth metal 
buffering agent, a calcium buffering agent, a magnesium buffering agent, an aluminum buffering 
agent, sodium bicarbonate, potassium bicarbonate, magnesium hydroxide, magnesium lactate, 
magnesium gluconate, magnesium oxftde, magnesium aluminate, magnesium carbonate, 
magnesium silicate, magnesium citrate, aluminum hydroxide, aluminum phosphate, aluminum 
hydroxide/magnesium carbonate, potassium carbonate, potassium citrate, aluminum 



hydroxide/sodium bicarbonate coprecipitate, aluminum glycinate, aluminum magnesium 
hydroxide, sodium citrate, sodium tartrate, sodium acetate, sodium carbonate, sodium 
polyphosphate, sodium dihydrogen phosphate, potassium polyphosphate, sodium pyrophosphate, 
potassium pyrophosphate, disodium hydrogenphosphate, dipotassium hydrogenphosphate, 
trisodium phosphate, tripotassj(im phosphate, potassium metaphosphate, calcium acetate, 
calcium glycerophosphate, calcium chloride, calcium hydroxide, calcium lactate, calcium 
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carbonate, calcium gluconate, calcium bicarbonate, calcium citrate, calcium phosphate 
magnesium phosphate, potassium phosphate, sodium phosphate, 

trihydroxymethylaminomethane, an amino acid, an acid salt of an amino acid, an alkali salt of an 
amino acid, and combinations of any of the foregoing. 

1 37. (Not Amended) The method of yfclaim 113, wherein the buffering agent comprises 
sj6dium bicarbonate. 

138. (Not Amended) The method/of claim 137, wherein the sodium bicarbonate is in 
an amount from about 250 mg to about 4000 mg. , 

139. (Amended) The method of claim 137, wherein the sodium bicarbonate is in an 
amount from about 1000 mg to about 2000 mg. 

140. (Amended) The metho/i of claim 137, wherein the sodium bicarbonate is in an 
amount of at least about 400 mg. 

141. (Not Amended) Th^f method of claim 113, wherein the buffering agent comprises 
calcium carbonate. 

142. (Not Amended) The method of claim 141 , wherein the calcium carbonate is in an 
amount from about 250 mg to qbout 4000 mg. 

143. (Amended) The method of claim 141, wherein the calcium carbonate is in an 
amount from about 1000 mgAo about 2000 mg. 

144. (Amended) /The method of claim 141, wherein the calcium carbonate is in an 
amount of at least about 400 mg. 

146. (Amended) The method of claim 1 1 3, wherein the composition further comprises 
at least one of an excipient, a pharmaceutical^ compatible carrier, a binder, a suspending agent, 
a flavoring agent, a sweetening agent, a disintegrant, a flow aid, a lubricant, an adjuvant, a 



15 



U.S. PWWit Application Serial No. 10/054,350 





colorant, a diluent, a moistening agent, a preservative, a parietal cell activator, an anti-foaming 
agent, an antioxidant, a chelating agent, an antifungal agent, an ant)Dacterial agent, or an isotonic 
agent, and combinations of any of the foregoing. 

147. (Amended) The method of claim 1 1 3, whereijAhe subject has a gastric acid 
related disorder. 



148. (Amended) The method of claim 147, wmerein the disorder is selected from the 
group consisting of duodenal ulcer disease, gastric ulosr disease, gastroesophageal reflux disease, 
erosive esophagitis, poorly responsive symptomaticygastroesophageal reflux disease, 
pathological gastrointestinal hypersecretory disease, Zollinger Ellison Syndrome, heartburn, 
esophageal disorder, and acid dyspepsia. 

149. (Amended) The method of clafm 1 1 3, wherein the composition further comprises 
one or more flavoring agents comprising aspartame, thaumatin, sucrose, dextrose, or a chocolate, 
a cocoa, a cola, a peppermint, a spearminfc a watermelon, an apple, a caramel, a meat, a root 
beer, a maple, a cherry, a coffee, a mint/ a licorice, a nut, a butter, a butterscotch, a butter pecan, 
or a peanut butter flavoring, and combinations of any of the foregoing. 

1 50. (Not Amended) The/method of claim 1 1 3, wherein the composition is 
administered once or twice a day. 



16 



U.S. ?Wmt Application Serial No. 10/054,350 



///. Addition of Claims 

Please add the follo wing new claims 151-361 as shown below: 

151. (New) The method of claim 1, wtferein the amount of the proton pump inhibitor 
absorbed into the serum is therapeutically effective in treating the gastric acid related disorder 
selected from the group consisting of a no^erosive reflux disorder, and an NSAID induced 
ulcer. 

152. (New) The method>6f claim 75, wherein the disorder is selected from the group 
consisting of a non-erosive reflux disorder, and an NSAID induced ulcer. 

153. (New) The method of claim 147^ wherein the disorder is selected from the group 
consisting of a non-erosi/e reflux disorder, and an NSAID induced ulcer. 
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harmaceutical composition statable for oral administration to a 
subject, comprising: (a) at least one acid labile, substituted benzimidazole H + ,K + -ATPase proton 
pump inhibitor in an amount of about 2 mg to about 30)9 mg; and (b) at least one buffering agent 
in an amount of about 0.1 mEq to about 2.5 mEq pe/mg of proton pump inhibitor, provided that 
the amount of the buffering agent is sufficient to elevate pH of stomach secretions upon oral 
administration to the subject to prevent acid degradation of at least some of the proton pump 
inhibitor in the stomach secretions4o^hiev£aninitial serwk concentration of the proton pump 
inhibitor greater than about 0.1 ^ig/ml at ajay time within about 30 minutes after administration of 
the composition; / ^3 s V 



Q J/wherein the composition is free of sucralfate^nd 




wherein if the composition is other than a dosage form selected from the group consisting 
of suspension tablet, chewable tablet, effervescent powder, effervescent tablet, and troche, then 
the buffering agent is in an amount that is more than about 40 times the amount of proton pump 
inhibitor on a weight to weight basis in the composition. 

155. (New) TMe composition of claim 154, wherein the composition is a dosage form 
selected from the group consisting of tablet, capsule, powder, pellets, and granules. 



1 56. (New) The composition of claim 154, wherein at least some of the proton pump 
inhibitor is coatecyprior to administration. 

1 57. tfNew) The composition of claim £54, wherein the proton pump inhibitor is 
selected from/he group consisting of omeprazole, lansoprazole, rabeprazole, esomeprazole, 
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pantoprazole, pariprazole, and leminoprazole, or an enantiomer, isomer, tautogrer, ester, amide, 
derivative, prodrug, free base, or salt thereof. 

1 58. (New) The composition of claiml 57, wherein the projs&i pump inhibitor is 
Omeprazole, or an enantiomer, isomer, tautomer, ester, amide, derivative, prodrug, free base, or 
salt thereof. 

159. (New) The composition of claim 157, wherein the omeprazole is present in an 
amount of about 2 mg, about 5 mg, about 10 mg, about 15 mg, about 20 mg, about 25 mg, about 
30 mg, about 35 mg, about 40 mg, about 45 mg, about 50 mg, about 55 mg, about 60 mg, about 
65 mg, about 70 mg, about 75 mg, about 80 mg/about 85 mg, about 90 mg, about 95 mg, about 
100 mg, about 105 mg, about 1 10 mg, about/ 15 mg, or about 120 mg. 

160. (New) The composition </f claim 157, wherein the proton pump inhibitor is 
lansoprazole, or an enantiomer, isomer, tautomer, ester, amide, derivative, prodrug, free base, or 
salt thereof. 

161. (New) The composition of claim 160, wherein the lansoprazole is present in the 
composition in an amount oi about 2 mg, about 5 mg, about 10 mg, about 15 mg, about 20 mg, 
about 25 mg, about 30 mg, about 35 mg, about 40 mg, about 45 mg, about 50 mg, about 55 mg, 
about 60 mg, about 65/mg, about 70 mg, about 75 mg, about 80 mg, about 85 mg, about 90 mg, 
about 95 mg, about /00 mg, about 105 mg, about 1 10 mg, about 115 mg, or about 120 mg. 

162. (New) The composition of claim 1 54, further comprising at least one of an 
excipient, a pharmaceutical^ compatible carrier, a binder, a suspending agent, a flavoring agent, 
a sweetening agent, a disintegrant, a flow aid, a lubricant, an adjuvant, a colorant, a diluent, a 
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moistening agent, a preservative, a parietal cell activator, an anti-foajAing agent, an antioxidant, a 
chelating agent, an antifungal agent, an antibacterial agent, or an i/otonic agent, and 
combinations of any of the foregoing. / 

163. (New) The composition of claim 154, wherein the buffering agent is selected 
om the group consisting of a bicarbonate salt of a Group IA metal, an alkali earth metal 
buffering agent, a calcium buffering agent, a magnesium buffering agent, an aluminum buffering 
agent, sodium bicarbonate, potassium bicarbonate; magnesium hydroxide, magnesium lactate, 
magnesium gluconate, magnesium oxide, magnfesium aluminate, magnesium carbonate, 
magnesium silicate, magnesium citrate, aluminum hydroxide, aluminum phosphate, aluminum 
hydroxide/magnesium carbonate, potassium carbonate, potassium citrate, aluminum 
hydroxide/sodium bicarbonate coprecipimte, aluminum glycinate, aluminum magnesium 
hydroxide, sodium citrate, sodium tartrate, sodium acetate, sodium carbonate, sodium 
polyphosphate, sodium dihydrogen piosphate, potassium polyphosphate, sodium pyrophosphate, 
potassium pyrophosphate, disodiiun hydrogenphosphate, dipotassium hydrogenphosphate, 
trisodium phosphate, tripotassium phosphate, potassium metaphosphate, calcium acetate, 
calcium glycerophosphate, calcium chloride, calcium hydroxide, calcium lactate, calcium 
carbonate, calcium gluconate, calcium bicarbonate, calcium citrate, calcium phosphate 
magnesium phosphate, potassium phosphate, sodium phosphate, 

trihydroxymethylaminomethane, an amino acid, an acid salt of an amino acid, an alkali salt of an 
amino acid, and combinations of any of the foregoing. 



164. (New) The composition of claim 154, wherein the amount of the buffering agent 
present in the composition is about 0.5 mEq to about 150 mEq. 
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165. (New) The composition of claim 154, wherein the amount of the buffering agent 
present in the composition is about 5 mEq to about 30 mEq. 

1 66. (New) The composition of claim 1 S^whereip the amount of the buffering agent 
present in the composition is about 1 5 mEq to about 55 mEq. 

167. (New) The composition of claim 154, ^herein the buffering agent is sodium 
bicarbonate. 

168. (New) The composition of claim /67, wherein the amount of the sodium 
bicarbonate present in the composition is abou/2 mEq to about 70 mEq. 

169. (New) The composition of claim J67, wherein the amount of the sodium 
bicarbonate present in the composition is about 10 mEq to about 55 mEq. 

170. (New) The composition of claim 167, wherein the amount of the sodium 
bicarbonate present in the composition is about 12.5 mEq to about 30 mEq. 

171. (New) The composition of claim 1 67, wherein the amount of the sodium 
bicarbonate present in the composition is about 0.2 mEq, 1 mEq, 2 mEq, 3 mEq, 5 mEq, 10 mEq, 
12.5 mEq, 15 mEq, 20 mEq, 26 mEq, 30 mEq, 50 mEq, 70 mEq, or 150 mEq. 

172. (New) The composition of claim 154, wherein the buffering agent is calcium 
carbonate. 

173. (New) The composition of claim 172, wherein the amount of the calcium 
carbonate present in the composition is about 2 mEq to about 70 mEq. 
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1 74. (New) The composition of clai m 172/ wherein the amount of the calcium 
carbonate present in the composition is about 10 nJfcq to about 55 mEq. 

1 75. (New) The composition of clainv 1 72, wherein the amount of the calcium 
carbonate present in the composition is about Y2.5 mEq to about 30 mEq. 

1 76. (New) The composition of c/aim Yp^ wherein the amount of the calcium 
carbonate present in the composition is about 0.2 mEq, 1 mEq, 2 mEq, 3 mEq, 5 mEq, 10 mEq, 
12.5 mEq, 15 mEq, 20 mEq, 25 mEq, 30finEq, 50 mEq, 70 mEq, or 150 mEq. 

177. (New) The composition of claim 154, wherein the buffering agent is a mixture of 
sodium bicarbonate and calcium carbonate. 

1 78. (New) The composition of claim 177, wherein the amount of the sodium 
bicarbonate and calcium carbonate/totals about 2 mEq to about 70 mEq. 

1 79. (New) The composition of claim 177, wherein the amount of the sodium 
bicarbonate and calcium carbonate totals about 10 mEq to about 55 mEq. 

1 80. (New) The composition of claim XTU wherein the amount of the sodium 
bicarbonate and calcium carttonate totals about 12.5 mEq to about 30 mEq. 

181. (New) The /composition of claim 177, wherein the amount of the sodium 
bicarbonate and calcium carbonate totals about 0.2 mEq, 1 mEq, 2 mEq, 3 mEq, 5 mEq, 10 mEq, 
12.5 mEq, 15 mEq, 20 mEq, 25 mEq, 30 mEq, 50 mEq, 70 mEq, or 150 mEq. 

1 82. (New) JThe composition of claimJJ^ wherein all or part of the proton pump 
inhibitor is micronize/i. 
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1 83. (New) The composition of claim 1 54, wh/rein all or part of the buffering agent is 
micronized. 

1 84. (New) The composition of claim XS^L wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 
0.15 (ag/ml from about 15 minutes to about 1 how after administration of the composition. 

1 85. (New) The composition of claim 1 54, wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 
0.15 |ig/ml from about 15 minutes to aboutr 1 .5 hours after administration of the composition. 

186. (New) The composition pf claim 154, wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 0.1 
|ig/ml from about 15 minutes to aboiit 1.5 hours after administration of the composition. 

187. (New) The composition of claim 154, wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 |ig/ml at any time w/thin about 30 minutes after administration of the composition. 

1 88. (New) The composition of claim 1 54, wherein the composition is administered in 
an amount to maintain a semm concentration of the proton pump inhibitor greater than about 
0.15 (ig/ml from about lOyminutes to about 30 minutes after administration of the composition. 

1 89. (New) The composition of claim JJ^wherein the composition is administered in 



Tpe cc 



an amount to achieve ap initial serum concentration of the proton pump inhibitor greater than 
about 0.15 jug/ml at any time within about 20 minutes after administration of the composition. 



23 




U.S. Patent Application Serial No. 10/054,350 

190. (New) The composition of claim 154, wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.1 |ag/ml at any time within about 15 minuses after administration of the composition. 

191 . (New) The composition of claim 154, wherein the composition is administered in 



an amount to achieve an initial serum coricentration of the proton pump inhibitor greater than 
about 0.15 )ng/ml at any time within about 15 minutes after administration of the composition. 
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192. (New) A solid pharmaceutical composition suitable for oral administration to a 
subject, comprising: (a) at least one acid labile, substituted benzimidazole H + ,K + -ATPase proton 



pump inhibitor in an amount of about 2 mg to abg/bt 300 mg^an^ (b) at least one buffering agent 
in a total amount greater than about 10 mEq, provided that the amount of the buffering agent is 
sufficient to elevate pH of stomach secretion^pon oral administration <(Tth^ prevent 
acid degradation of at lea^some^^e proton pump inhibitor in the stomach secretions to 
achieve an initial serum concentration of the proton pump inhibitor greater than about 0.1 |ig/ml 
at any time within about 30 minutes after ingestion of the composition; and 

wherein if the composition is flther than a dosage form selected from the group consisting 
of suspension tablet, chewable tablet, effervescent powder, effervescent tablet, and troche, then 
the buffering agent is in an amount that is more than about 40 times the amount of proton pump 
inhibitor on a weight to weight basis in the composition. 

193. (New) The composition of claim 192, wherein the composition is a dosage form 
selected from the group consisting of tablet, capsule, powder, pellets, and granules. 

194. (New) The/composition of claim 192, wherein the composition is a dosage form 
selected from the group jonsisting of suspension tablet, chewable tablet, effervescent powder, 
effervescent tablet, and Aroche. 

195. (New);The composition of claim 192, wherein the proton pump inhibitor is 
enteric coated prior to administration. 

196. (New) The composition of claimjj^wherein the proton pump inhibitor is 
selected from the group consisting of omeprazole, lansoprazole, rabeprazole, esomeprazole, 
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pantoprazole, pariprazole, and leminoprazole, or an enantiomer, isoper, tautomer, ester, amide, 
derivative, prodrug, free base, or salt thereof. 

197. (New) The composition of claim 196, wherein^the proton pump inhibitor is 
omeprazole, or an enantiomer, isomer, tautomer, ester, amjfle, derivative, prodrug, free base, or 
salt thereof. 

198. (New) The composition of claim 192, wherein the omeprazole is present in the 
composition in an amount of about 2 mg, about 5ymg, about 10 mg, about 15 mg, about 20 mg, 
about 25 mg, about 30 mg, about 35 mg, aboutAo mg, about 45 mg, about 50 mg, about 55 mg, 
about 60 mg, about 65 mg, about 70 mg, abcmt 75 mg, about 80 mg, about 85 mg, about 90 mg, 
about 95 mg, about 100 mg, about 105 m£ about 1 10 mg, about 115 mg, or about 120 mg. 

199. (New) The composition of claim 196, wherein the proton pump inhibitor is 
lansoprazole, or an enantiomer, isojner, tautomer, ester, amide, derivative, prodrug, free base, or 
salt thereof. 

200. (New) The composition of claim 192, the lansoprazole is present in the 
composition in an amount of about 2 mg, about 5 mg, about 10 mg, about 15 mg, about 20 mg, 
about 25 mg, about 30 mg, about 35 mg, about 40 mg, about 45 mg, about 50 mg, about 55 mg, 
about 60 mg, about 65^ng, about 70 mg, about 75 mg, about 80 mg, about 85 mg, about 90 mg, 
about 95 mg, about L00 mg, about 105 mg, about 1 10 mg, about 115 mg, or about 120 mg. 

201 . (New) The composition of claim 192, further comprising at least one of an 
excipient, a pharmaceutically compatible carrier, a binder, a suspending agent, a flavoring agent, 
a sweetening a^ent, a disintegrant, a flow aid, a lubricant, an adjuvant, a colorant, a diluent, a 
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moistening agent, a preservative, a parietal cell activator, an anti-foamjhg agent, an antioxidant, a 
chelating agent, an antifungal agent, an antibacterial agent, or an isotonic agent, and 
combinations of any of the foregoing. 

202. (New) The composition of claim 192, wherein the buffering agent is selected 
from the group consisting of a bicarbonate salt of a Group IA metal, an alkali earth metal 
buffering agent, a calcium buffering agent, a magnesium buffering agent, an aluminum buffering 
agent, sodium bicarbonate, potassium bicarbonate, magnesium hydroxide, magnesium lactate, 
magnesium gluconate, magnesium oxide, magne/ium aluminate, magnesium carbonate, 
magnesium silicate, magnesium citrate, alumimim hydroxide, aluminum phosphate, aluminum 
hydroxide/magnesium carbonate, potassium/carbonate, potassium citrate, aluminum 
hydroxide/sodium bicarbonate coprecipitaxe, aluminum glycinate, aluminum magnesium 
hydroxide, sodium citrate, sodium tartrate, sodium acetate, sodium carbonate, sodium 
polyphosphate, sodium dihydrogen phosphate, potassium polyphosphate, sodium pyrophosphate, 
potassium pyrophosphate, disodiumr hydrogenphosphate, dipotassium hydrogenphosphate, 
trisodium phosphate, tripotassium phosphate, potassium metaphosphate, calcium acetate, 
calcium glycerophosphate, calcium chloride, calcium hydroxide, calcium lactate, calcium 
carbonate, calcium gluconate/calcium bicarbonate, calcium citrate, calcium phosphate 
magnesium phosphate, potassium phosphate, sodium phosphate, 

trihydroxymethylaminomethane, an amino acid, an acid salt of an amino acid, an alkali salt of an 
amino acid, and combinations of any of the foregoing. 

203. (New)/ The composition of claim 192, wherein the total amount of the buffering 
agent is greater than about 1 6 mEq. 
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204. (New) The composition of claim 192, wherein the ^otal amount of the buffering 
agent is greater than about 20 mEq. 

205. (New) The composition of claim 192, wherein the total amount of the buffering 
agent present in the composition is about 16 mEq to abcmt 1 50 mEq. 

206. (New) The composition of claim 192, wherein the total amount of the buffering 
present in the composition is about 1 6 mEq to about 30 mEq. 

207. (New) The composition of claim l^^wherein the total amount of the buffering 
agent present in the composition is about/1 5 mEq to about 55 mEq. 

208. (New) The composition of claim 192, wherein at least one buffering agent is 
sodium bicarbonate. 

209. (New) The composition of claim 208, wherein the amount of the sodium 
bicarbonate present in the composition is about 2 mEq to about 70 mEq. 

210. (New) The composition of claim 208, wherein the amount of the sodium 
bicarbonate present in trie composition is about 10 mEq to about 55 mEq. 

211. (New) The composition of claim 208, wherein the amount of the sodium 
bicarbonate present in the composition is about 12.5 mEq to about 30 mEq. 

212. /New) The composition of claim 208, wherein the amount of the sodium 
bicarbonate nfesent in the composition is about 0.2 mEq, 1 mEq, 2 mEq, 3 mEq, 5 mEq, 10 mEq, 
12.5 mEq, p mEq, 20 mEq, 25 mEq, 30 mEq, 50 mEq, 70 mEq, or 150 mEq. 
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213. (New) The composition of claim 192, wherein at least one buffering agent is 
calcium carbonate. 

214. (New) The composition of claim 213, wherein the amount of the calcium 
carbonate present in the composition is about 2 mEq to about 70 mEq. 

215. (New) The composition of claim 213, wherein the amount of the calcium 
carbonate present in the composition is about 10 mEq to about 55 mEq. 

2 1 6. (New) The composition of clairn213, wherein the amount of the calcium 
carbonate present in the composition is about 12.5 mEq to about 30 mEq. 

217. (New) The composition of claim 213^wherein the amount of the calcium 
carbonate present in the composition is about 0.2 mEq, 1 mEq, 2 mEq, 3 mEq, 5 mEq, 10 mEq, 
12.5 mEq, 15 mEq, 20 mEq, 25 mEq, 30 mEq, 50 mEq, 70 mEq, or 150 mEq. 

218. (New) The composition of claim 192, wherein the buffering agent is a mixture of 
sodium bicarbonate and calcium carbonate. 

2 1 9. (New) The composition of claim 2 1 8, wherein the amount of the sodium 
bicarbonate and calcium carbonate totals about 2 mEq to about 70 mEq. 

220. (New) The composition of claim 2 1 8, wherein the amount of the sodium 
bicarbonate and calcium carbonate totals about 10 mEq to about 55 mEq. 

22 1 . (New) The composition of claim 218, wherein the amount of the sodium 
bicarbonate and calcium carbonate totals about 12.5 mEq to about 30 mEq. 
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222. (New) The composition of claim ^218, wherein the amount of the sodium 
bicarbonate and calcium carbonate totals about 0.2 mEq, 1 mEq, 2 mEq, 3 mEq, 5 mEq, 10 mEq, 
12.5 mEq, 15 mEq, 20 mEq, 25 mEq, 30 mEq, 50 mEq, 70 mEq( or 150 mEq. 

223. (New) The composition of claim 192^wherem all or part of the proton pump 
inhibitor is micronized. 

224. (New) The composition of claimJ92/vherein all or part of the buffering agent is 
micronized. 

225. (New) The composition of claim 1 92, wherein the composition is administered in 
an amount to maintain a serum concentrationybf the proton pump inhibitor greater than about 
0.15 |ig/ml from about 15 minutes to about/ 1 hour after administration of the composition. 

226. (New) The compositioryof claim ■ 1 92^wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 
0.15 ng/ml from about 15 minutes to about 1.5 hours after administration of the composition. 

227. (New) The composition of claim 192, wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 0.1 
fig/ml from about 15 minute/to about 1.5 hours after administration of the composition. 

228. (New) The^omposition of claim 192^ wherein the composition is administered in 
an amount to achieve an/initial serum concentration of the proton pump inhibitor greater than 
about 0.15 jag/ml at any time within about 30 minutes after administration of the composition. 
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229. (New) The composition of claim 192, wherein the composition is administered in 
an amount to maintain a serum concentration of the r^oton pump inhibitor greater than about 
0.15 (ig/ml from about 10 minutes to about 30 mintaes after administration of the composition. 

230. (New) The composition of claim 192, wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 |ag/ml at any time within aboirf 20 minutes after administration of the composition. 

23 1 . (New) The composition of claim 192^wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.1 (ag/ml at any time within about 15 minutes after administration of the composition. 

232. (New) The composition of claim J92*-wherein the composition is administered in 
an amount to achieve an init/al serum concentration of the proton pump inhibitor greater than 
about 0.15 |ag/ml at any time within about 15 minutes after administration of the composition. 
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233. (New) A pharmaceutical composition in a farm of a commercially stable powder 
for suspension useful in the treatment of acid-caused gastrointestinal disorders, comprising: a 
therapeutically effective amount of at least one acid labile, substituted benzimidazole H + ,K + - 
ATPase proton pump inhibitor, at least one bufferin^gent in an amount of about 0.1 mEq to 

bout 2.5 mEq per mg of the proton pump inhibitor and at least one thickening agent to reduce 
settling of the proton pump inhibitor after constitution with an aqueous medium; provided that 
the amount of the buffering agent is sufficient to elevate pH of stomach secretions upon oral 
administration to a subject to prevent acid degradation of at least some of the proton pump 
inhibitor in the stomach secretions to achieve an initial serum concentration of the proton pump 
inhibitor greater than about 0.1 |ag/ml at §Cny time within about 30 minutes after administration of 
the composition. 

234. (New) The composition of claim 233, wherein the proton pump inhibitor is 
selected from the group consisting of omeprazole, lansoprazole, rabeprazole, esomeprazole, 
pantoprazole, pariprazole, and leminoprazole, or an enantiomer, isomer, tautomer, ester, amide, 
derivative, prodrug, free base, or salt thereof. 

235. (New) The composition of claim ^34^wherein the proton pump inhibitor is 
omeprazole, or an enantiomer, isomer, tautomer, ester, amide, derivative, prodrug, free base, or 
salt thereof. 



236. (New) The composition of claim ^235^Avherein the omeprazole is present in the 
composition in an amount of about 2 mg, about 5 mg, about 10 mg, about 15 mg, about 20 mg, 
about 25 mg, about 3(/mg, about 35 mg, about 40 mg, about 45 mg, about 50 mg, about 55 mg, 
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about 60 mg, about 65 mg, about 70 mg, aqout 75 mg, about 80 mg, about 85 mg, about 90 mg, 
about 95 mg, about 100 mg, about 105 mg about 1 10 mg, about 115 mg, or about 120 mg. 

237. (New) The composition cp claim 234, wh erein the proton pump inhibitor is 
lansoprazole, or an enantiomer, isomer, jtautomer, ester, amide, derivative, prodrug, free base, or 
salt thereof. 

238. (New) The composition of claim 237, wherein the lansoprazole is present in the 
omposition in an amount of about 2 mg, about 5 mg, about 10 mg, about 15 mg, about 20 mg, 

about 25 mg, about 30 mg, about 35 pig, about 40 mg, about 45 mg, about 50 mg, about 55 mg, 
about 60 mg, about 65 mg, about 70 pig, about 75 mg, about 80 mg, about 85 mg, about 90 mg, 
about 95 mg, about 100 mg, about 105 mg, about 1 10 mg, about 115 mg, or about 120 mg. 

239. (New) The composition of claim 233, further comprising at least one of an 
excipient, a pharmaceutical^ compatible carrier, a binder, a suspending agent, a flavoring agent, 
a sweetening agent, a disintegrant, a flow aid, a lubricant, an adjuvant, a colorant, a diluent, a 
moistening agent, a preservative, el parietal cell activator, an anti-foaming agent, an antioxidant, a 
chelating agent, an antifungal agent, an antibacterial agent, or an isotonic agent, and 
combinations of any of the foregoing. 

240. (New) The composition of claim 233, w herein the buffering agent is selected 
from the group consisting of a bicarbonate salt of a Group IA metal, an alkali earth metal 
buffering agent, a calcium buffeting agent, a magnesium buffering agent, an aluminum buffering 
agent, sodium bicarbonate, potassium bicarbonate, magnesium hydroxide, magnesium lactate, 
magnesium gluconate, magnesium oxide, magnesium aluminate, magnesium carbonate, 
magnesium silicate, magnesium citrate, aluminum hydroxide, aluminum phosphate, aluminum 
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hydroxide/magnesium carbonate, potassium carbonate, potassium citrate, aluminum 
hydroxide/sodium bicarbonate coprecipitate, aluminum ilycinate, aluminum magnesium 
hydroxide, sodium citrate, sodium tartrate, sodium aceftate, sodium carbonate, sodium 
polyphosphate, sodium dihydrogen phosphate, pota/sium polyphosphate, sodium pyrophosphate, 
potassium pyrophosphate, disodium hydrogenphosphate, dipotassium hydrogenphosphate, 
trisodium phosphate, tripotassium phosphate, potassium metaphosphate, calcium acetate, 
calcium glycerophosphate, calcium chloride, calcium hydroxide, calcium lactate, calcium 
carbonate, calcium gluconate, calcium bicarponate, calcium citrate, calcium phosphate 
magnesium phosphate, potassium phosphafte, sodium phosphate, 

trihydroxymethylaminomethane, an amino acid, an acid salt of an amino acid, an alkali salt of an 
amino acid, and combinations of any of the foregoing. 

241 . (New) The composition of claim 233, wherein the amount of the buffering agent 
present in the composition is about 0.5 mEq to about 1 50 mEq. 

242. (New) The composition of claim 233, wherein the amount of the buffering agent 
present in the composition is about 5 mEq to about 30 mEq. 

243. (New) Theycomposition of claim 233, wherein the amount of the buffering agent 
present in the composition is about 15 mEq to about 55 mEq. 

244. (New) ^i he composition of claim _2 33, wh erein the buffering agent is sodium 
bicarbonate. 



245. (New) The composition of claim^^wherein the amount of the sodium 
bicarbonate present in the composition is about 2 mEq to about 70 mEq. 
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246. (New) The composition of claim 244 , wherein the amount of the sodium 
bicarbonate present in the composition is about 10 mEq to about 55 mEq. 

247. (New) The composition of claim 244, wherein the amount of the sodium 
carbonate present in the composition is about A 2. 5 mEq to about 30 mEq. 



248. (New) The composition of cmim 244, wherein the amount of the sodium 
bicarbonate present in the composition is aroout 0.2 mEq, 1 mEq, 2 mEq, 3 mEq, 5 mEq, 10 mEq, 
12.5 mEq, 15 mEq, 20 mEq, 25 mEq, 3(/mEq, 50 mEq, 70 mEq, or 150 mEq. 

249. (New) The composition of claim 233, wherein the buffering agent is calcium 
carbonate. 

250. (New) The composition of claim 249, wherein the amount of the calcium 
carbonate present in the composition is about 2 mEq to about 70 mEq. 

25 1 . (New) The composition of claim 249, wherein the amount of the calcium 
carbonate present in the composition is about 10 mEq to about 55 mEq. 

252. (New) Mie composition of claim 249, wherein the amount of the calcium 
carbonate present in the composition is about 12.5 mEq to about 30 mEq. 

253. (New) The composition of claim 249, w herein the amount of the calcium 

/ r 

carbonate present/in the composition is about 0.2 mEq, 1 mEq, 2 mEq, 3 mEq, 5 mEq, 10 mEq, 
12.5 mEq, 15 mpq, 20 mEq, 25 mEq, 30 mEq, 50 mEq, 70 mEq, or 150 mEq. 

254. / (New) The composition of claim233^ wherein the buffering agent is a mixture of 
sodium bica/bonate and calcium carbonate. 
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255. (New) The composition of clai m 254, wherein the amount of the sodium 
bicarbonate and calcium carbonate totals about 2 mEq to about 70 mEq. 

256. (New) The composition of claim 254, wherem the amount of the sodium 
bicarbonate and calcium carbonate totals about 10 mEq xd about 55 mEq. 



257. (New) The composition of claim 254 Jwherein the amount of the sodium 
bicarbonate and calcium carbonate totals about 12.5 mEq to about 30 mEq. 

258. (New) The composition of claim 254, wherein the amount of the sodium 
bicarbonate and calcium carbonate totals aboui 0.2 mEq, 1 mEq, 2 mEq, 3 mEq, 5 mEq, 10 mEq, 
12.5 mEq, 15 mEq, 20 mEq, 25 mEq, 30 mEq, 50 mEq, 70 mEq, or 150 mEq. 

259. (New) The composition yf claim 233, wherein all or part of the proton pump 
inhibitor is micronized. 

260. (New) The composijion of claim 233, wherein all or part of the buffering agent is 
micronized. 

261 . (New) The composition of claim 233, wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 
0.15 jug/ml from about 15 minutes to about 1 hour after administration of the composition. 

262. (New) The composition of claim 233, wherein the composition is administered in 
an amount to maintain a/serum concentration of the proton pump inhibitor greater than about 
0.15 |ag/ml from abouyl5 minutes to about 1.5 hours after administration of the composition. 
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263. (New) The composition of claim 233, wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 0.1 
^ig/ml from about 15 minutes to about 1 .5 hours after administration of the composition. 

264. (New) The composition of claim 232? wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 |ag/ml at any time within about 30 minutes after administration of the composition. 

265. (New) The composition of claim 233, wherein/the composition is administered in 
an amount to achieve an initial serum concentration of the /roton pump inhibitor greater than 
about 0.1 5 |^g/ml at any time within about 30 minutes afifer administration of the composition. 

266. (New) The composition of claim 23/wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 |ig/ml at any time within about 20 fninutes after administration of the composition. 

*267. (New) The composition o^claim 233, wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.1 |ig/ml at any time within al/out 15 minutes after administration of the composition. 

268. (New). The composition of claim 233, wherein the composition is administered in 
an amount to achieve an initial/serum concentration of the proton pump inhibitor greater than 
about 0.15 |ig/ml at any time within about 15 minutes after administration of the composition. 
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269. (New) A method of treating a/gastric acid related disorder in a subject in need 



thereof, comprising: 



oy 1 

compos 



0 



providing a solid pharmaceutical composition for oral administration to the subject, the 



composition comprising a therapeutically jeffective amount of at least one acid labile, substituted 
benzimidazole H^K^-ATPase proton pu^ip inhibitor and an amount of at least one buffering 
agent sufficient to increase gastric fluid/pH to a pH that prevents acid degradation of at least 
Qom^of the proton pump inhibitor in tpe gastric fluid; and 

orally administering the pharmaceutical composition to the subject; 
wherein upon oral administration to the subject, the composition provides a 




pharmacokinetic profile such that at least about 50% of total area under serum concentration time 



curve (AUC) for the proton pump inhibitor occurs within about 2 hours after administration of a 



single dosepf the composition tojthe subject. 

270. (New) The method of claim 269, wherein the area under the serum concentration 
time curve (AUC) for the protoi pump inhibitor is at least about 60% of the total area. 

271. (New) The method of claim 269, wherein the area under the serum concentration 
time curve (AUC) for the pro/on pump inhibitor is at least about 70% of the total area. 

272. (New) The ntethod of claim 269, wherein the at least about 50% of total area 
under the serum concentration time curve (AUC) for the proton pump inhibitor occurs within 
about 1.75 hours after administration of a single dose of the composition to the subject. 



273. (New) The 
under the serum 
about 1.5 hours after adn 



method of claim 269, wherein the at least about 50% of total area 
concentration time curve (AUC) for the proton pump inhibitor occurs within 
inistration of a single dose of the composition to the subject. 
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274. (New) The method of claim 26$, wherein the at least about 50% of total area 
under the serum concentration time curve &MJC) for the proton pump inhibitor occurs within 
about 1 hour after administration of a single dose of the composition to the subject. 



275. (New) The methogf of claim 26^rwherein within about 1 5 minutes after 
administration of a single dose; of the composition to the subject, a serum concentration of at 
least about 0.15 jag proton/pump inhibitor/ml is obtained. 
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276. (New) A solid pharmaceutical composition suitable for oral administration to a 
subject, comprising: at least one acid labile, substituted benzimidazole H + ,K + -ATPase proton 
pump inhibitor and an amount of at least one Buffering agent sufficient to increase gastric fluid 
pH to a pH that prevents acid degradation oy at least some of the proton pump inhibitor in the 
gastric fluid; 

wherein the composition upon opl administration to the subject provides a 
pharmacokinetic profile such that at least about 50% of total area under serum concentration time 
curve (AUC) for the proton pump inhibitor occurs within about 2 hours after administration of a 
single dose of the composition. 

277. (New) The composition of claim 276, wherein the area under the serum 
concentration time curve (AUC/ for the proton pump inhibitor is at least about 60% of the total 
area. 

278. (New) The composition of claim 276^wherein the area under the serum 
concentration time curve (fdJC) for the proton pump inhibitor is at least about 70% of the total 
area. 

279. (New) the composition of claim 276, wherein the at least about 50% of total area 
under the serum concentration time curve (AUC) for the proton pump inhibitor occurs within- 
about 1 .75 hours after administration of a single dose of the composition to the subject. 

280. (New) The composition of claim 276, w herein the at least about 50% of total area 
under the serum Concentration time curve (AUC) for the proton pump inhibitor occurs within 
about 1 .5 hours/after administration of a single dose of the composition to the subject. 
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281 . (New) The composition of claim 276, wherein the at least about 50% of total area 
under the serum concentration timi curve (AUC) for the proton pump inhibitor occurs within 
about 1 hour after administration of a single dose of the composition to the subject. 

282. (New) The composition of claim^276wherein within about 1 5 minutes after 
administration of a single dose of the composition to the subject, a serum concentration of at 
least about 0.15 \ig protoiypump inhibitor/ml is obtained. 
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283. (New) A method of treating a g^ptric acid related disorder in a subject in need 
thereof, comprising: 

providing a solid pharmaceutical composition for oral administration to the subject, the 
omposition comprising a therapeutically effective amount of at least one acid labile, substituted 
benzimidazole H + ,K + -ATPase proton purnp inhibitor and an amount of at least one buffering 
agent sufficient to increase gastric fluid pH to a pH that prevents acid degradation of at least 
some of the proton pump inhibitor iry the gastric fluid; and 

orally administering the pharmaceutical composition to the subject; 
wherein upon oral administration to the subject, the composition provides a 
pharmacokinetic profile such thpx the proton pump inhibitor reaches a maximum serum 
concentration within aKin? I h6 Rafter administration o£a^si^le^ose of the composition. 

284. (New) The method of claim 283, wherein the maximum serum concentration of 

285. (New) The method of claim^82, wherein the maximum serum concentration of 
the proton pump inhibitor is reached within about 0.5 hours. 

286. (New) /The method of claim 283, wherein the maximum serum concentration is at 
least about 0.25 jag proton pump inhibitor/ml 

287. (New) The method of claim 283, wherein the maximum serum concentration is at 
least about 0.5 jug proton pump inhibitor/ml. 
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288. (New) The method of claim ^^wherein within about 1 5 minutes after 
administration of a single dose of the jz!omposition to the subject, a serum concentration of at 
least about 0.15 jag proton pump iifliibitor/ml is obtained. 
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289. (New) A solid pharmaceutical composition suitable for oral administration to a 
subject, comprising: at least one acid labile, substituted benzimidazole H + ,K + -ATPase proton 
pump inhibitor and an amount of at least on£ buffering agent sufficient to increase gastric fluid 
pH to a pH that prevents acid degradation^ at least some of the proton pump inhibitor in the 
gastric fluid; 



whc 



wherein the composition upoiyoral administration to the subject provides a 
pharmacokinetic profile such that try proton pump inhibitor reaches a maximum serum 
concentrati 



290 



concentration within about 1 hour after administration of a single dose of the composition. 

(New) The composition of claim 289^ herein the maximum serum concentration 
of the proton pump inhibitor is reached within about 0.75 hours. 



291 . (New) The composition of claim 289, wherein the maximum serum concentration 
of the proton pump inhibitor is reached within about 0.5 hours. 

292. (New) The composition of claim 289, wherein the maximum serum concentration 
is at least about 0.25 |ig proton pump inhibitor/ml. 

293. (New) /The composition of claim 289, wherein the maximum serum concentration 
is at least about 0.5 Jg proton pump inhibitor/ml.^^ 

294. (New) The composition of claim 289, wherein within about 1 5 minutes after 
administration of a single dose of the composition to the subject, a serum concentration of at 
least about OAS Jg proton pump inhibitor/ml is obtained. 
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295. (New) A method of treating /i gastric acid related disorder in a subject in need 
thereof, comprising: 

providing a solid pharmaceuticaiyeomposition for oral administration to the subject, the 
composition comprising a therapeutically effective amount of at least one acid labile, substituted 
benzimidazole H + ,K + -ATPase protor/pump inhibitor and an amount of at least one buffering 
agent sufficient to increase gastric fluid pH to a pH that prevents acid degradation of at least 
some of the proton pump inhibitonin the gastric fluid; and 

orally administering the pharmaceutical composition to the subject; 
wherein upon oral administration to the subject, the composition provides a serum 
concentration of the proton pump inhibitor of at least about 50% of maximum serum 
concentration within about 45 minutes after administration of>a single dose of the composition. 



4 1 

296. (New) The method of clainr225^wherein the 50% of the maximum serum 
concentration of the proton mump inhibitor is reached within about 30 minutes. 

297. (New) The method of claim 295, wherein the 50% of the maximum serum 
concentration of the proton pump inhibitor is reached within about 1 5 minutes. 

298. (New) T]he method of claim 225,-wherein within about 1 5 minutes after 
administration of a single dose of the composition to the subject, a serum concentration of at 
least about 0.15 (ig prpton pump inhibitor/ml is obtained. 
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299. (New) A solid pharmaceutical compo/ition suitable for oral administration to a 
subject, comprising: at least one acid labile, substituted benzimidazole H + ,K + -ATPase proton 
pump inhibitor and an amount of at least one buffering agent sufficient to increase gastric fluid 
pH to a pH that prevents acid degradation of at Least some of the proton pump inhibitor in the 





wherein the composition upon oral administration to the subject provides a serum 
concentration of the proton pump inhibitor of at least about 50% of maximum serum 
concentration within about 45 minutes after administration of a single dose of the composition. 

300. (New) The composition of claim 299, wherein the 50% of the maximum serum 
concentration of the proton pump inhibitor is reached within about 30 minutes. 

301 . (New) The composition of claim 299, wherein the 50% of the maximum serum 
concentration of the proton pumpnnhibitor is reached within about 1 5 minutes. 

302. (New) The composition of claim 299, wherein the 50% of the maximum serum 
concentration is at least about p.25 jig proton pump inhibitor/ml. 

303. (New) The composition of claim 299 ^ wherein the 50% of the maximum serum 
concentration is at least about 0.5 jug proton pump inhibitor/ml. 

304. (New) The composition of claim 299, wherein within about 15 minutes after 
administration of a single dose of the composition to the subject, a serum concentration of at 
least about 0.15 (ag proton pump inhibitor/ml is obtained. 
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305. (New) A method of treating a gastric acid related (porder in a subject in need 
thereof^eomprising: 

providing a solid pharmaceutical composition for oxdjf administration to the subject, the 
imposition comprising a therapeutically effective amount of at least one acid labile, substituted 
benzimidazole H + ,K + -ATPase proton pump inhibitor ami an amount of at least one buffering 
agent sufficient to increase gastric fluid pH to a pH mat prevents acid degradation of at least 
some of the proton pump inhibitor in the gastric fluid; and 

orally administering the pharmaceutica^omposition to the subject; 

/TO 

wherein upon oral administration of(ar single-dose of the composition to the subject, the 
composition provides a maximum serum concentration of the proton pump inhibitor of at least 
about 0.25 \ig /ml, and within about 15 minutes after administration of the single dose, a serum 
concentration of at least about 0. 1 5 ug proton pump inhibitor/ml is obtained. 

306. (New) The methodyof claim 305, wherein the maximum serum concentration is at 
least about 0.5 jxg/ml. 

307. (New) The rry^thod of claim 305, wherein the maximum serum concentration is at 
least about 0.75 jug /ml. 

308. (New) The method of claim 305, wherein the maximum serum concentration of 
the proton pump inhibitor is reached within about 0.5 hours. 

309. (New) The method of claim 305, wherein the maximum serum concentration of 
the proton pump/inhibitor is reached within about 1 hour. 



47 



U.lKtent Application Serial No. 10/054,350 

3 1 0. (New) A solid pharmaceutical composition suitable for /ral administration to a 
subject, comprising: at least one acid labile, substituted benzimidazojfe H + ,K + -ATPase proton 
pump inhibitor and an amount of at least one buffering agent sufficient to increase gastric fluid 
pH to a pH that prevents acid degradation of at least some of t^e proton pump inhibitor in the 
gastric fluid; 

wherein the composition upon oral administration of a sind^dose to the subject, provides 
maximum serum concentration of the proton pump inhibitor of at least about 0.25 jag /ml, and 
within about 1 5 minutes after administration of the /ingle dose, a serum concentration of at least 
about 0.15 |ig proton pump inhibitor/ml is obtain^ 

311. (New) The composition of claijn 310, wherein the maximum serum concentration 
is at least about 0.5 \xg /ml. 

312. (New) The composition of claim 3 1 0, wherein the maximum serum concentration 
is at least about 0.75 jig /ml. 

313. (New) The composition of claim 2JJL-Wherein the maximum serum concentration 
of the proton pump inhibitor is rearched within about 0.5 hours. 

314. (New) The composition of claim 310, wherein the maximum serum concentration 
of the proton pump inhibitor/s reached within about 1 hour. 
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315. (New) A solid pharmaceutical composition suitable fo/oral administration to a 
subject, comprising: (a) at least one acid labile, substituted benzimidazole H + ,K + -ATPase proton 
pump inhibitor in an amount of about 2 mg to about 300 mg; aim (b) at least two buffering 
agents in a total amount sufficient to elevate pH of stomach/secretions upon oral administration 
to the subject to prevent acid degradation of at least some of the proton pump inhibitor in the 
stomach secretions to achieve an initial serum concemration of the proton pump inhibitor greater 
than about 0. 1 jig/ml at any time within about 30 minutes after ingestion of the composition; and 

wherein if the composition is other thap a dosage form selected from the group consisting 
of suspension tablet, chewable tablet, effervescent powder, effervescent tablet, and troche, then 
the buffering agent is in an amount that is' more than about 40 times the amount of proton pump 
inhibitor on a weight to weight basis ii/the composition. 

3 1 6. (New) The composition of claim 315, wherein the composition is a dosage form 
selected from the group consisting of tablet, capsule, powder, pellets, and granules. 

317. (New) The composition of claim 315, wherein the composition is a dosage form 
selected from the group consisting of suspension tablet, chewable tablet, effervescent powder, 
effervescent tablet, and trpche. 



318. (New) yrhe composition of claim 315, wherein the proton pump inhibitor is 
enteric coated prior to administration. 

319. (New) The composition of claim _31£^wherein the proton pump inhibitor is 
selected from the group consisting of omeprazole, lansoprazole, rabeprazole, esomeprazole, 
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pantoprazole, pariprazole, and leminoprazole, or an enantiomer, isomer, tautomer, ester, amide, 
derivative, prodrug, free base, or salt thereof / 

320. (New) The composition of claim 3 1 9, wherein the proton pump inhibitor is 
omeprazole, or an enantiomer, isomer, tautomer, ester, amide, derivative, prodrug, free base, or 
salt thereof / 



21 . (New) The composition of claim ^19, w herein the omeprazole is present in the 
bmposition in an amount of about 2 mg, about/5 mg, about 10 mg, about 15 mg, about 20 mg, 
about 25 mg, about 30 mg, about 35 mg, about 40 mg, about 45 mg, about 50 mg, about 55 mg, 
about 60 mg, about 65 mg, about 70 mg, apout 75 mg, about 80 mg, about 85 mg, about 90 mg, 
about 95 mg, about 100 mg, about 105 mg, about 110 mg, about 115 mg, or about 120 mg. 

322. (New) The composition of clair n 3 1 9, w herein the proton pump inhibitor is 
lansoprazole, or an enantiomer, isdmer, tautomer, ester, amide, derivative, prodrug, free base, or 
salt thereof / 

323. (New) The composition of claim 322, the lansoprazole is present in the 
composition in an amount pf about 2 mg, about 5 mg, about 10 mg, about 15 mg, about 20 mg, 
about 25 mg, about 30 mg, about 35 mg, about 40 mg, about 45 mg, about 50 mg, about 55 mg, 
about 60 mg, about 65 ing, about 70 mg, about 75 mg, about 80 mg, about 85 mg, about 90 mg, 
about 95 mg, about L00 mg, about 105 mg, about 110 mg, about 115 mg, or about 120 mg. 

324. (New) The composition of clai m 315, furth er comprising at least one of an 
excipient, a pharmaceutical^ compatible carrier, a binder, a suspending agent, a flavoring agent, 
a sweetening agent, a disintegrant, a flow aid, a lubricant, an adjuvant, a colorant, a diluent, a 
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moistening agent, a preservative, a parietal cell activator, an anti-foaming agent, an antioxidant, a 
chelating agent, an antifungal agent, an antibacterial agent, or an ^otonic agent, and 
combinations of any of the foregoing. 

325. (New) The composition of claim 315, w herein the buffering agent is selected 
I'm the group consisting of a bicarbonate salt of a Group IA metal, an alkali earth metal 

buffering agent, a calcium buffering agent, a magnesiiwn buffering agent, an aluminum buffering 
agent, sodium bicarbonate, potassium bicarbonate, magnesium hydroxide, magnesium lactate, 
magnesium gluconate, magnesium oxide, magnesfium aluminate, magnesium carbonate, 
magnesium silicate, magnesium citrate, aluminum hydroxide, aluminum phosphate, aluminum 
hydroxide/magnesium carbonate, potassium carbonate, potassium citrate, aluminum 
hydroxide/sodium bicarbonate coprecipitate, aluminum glycinate, aluminum magnesium 
hydroxide, sodium citrate, sodium tartrate, sodium acetate, sodium carbonate, sodium 
polyphosphate, sodium dihydrogen phosphate, potassium polyphosphate, sodium pyrophosphate, 
potassium pyrophosphate, disodium/hydrogenphosphate, dipotassium hydrogenphosphate, 
trisodium phosphate, tripotassium/phosphate, potassium metaphosphate, calcium acetate, 
calcium glycerophosphate, calcium chloride, calcium hydroxide, calcium lactate, calcium 
carbonate, calcium gluconate,yCalcium bicarbonate, calcium citrate, calcium phosphate 
magnesium phosphate, potapium phosphate, sodium phosphate, 

trihydroxymethylaminomethane, an amino acid, an acid salt of an amino acid, an alkali salt of an 
amino acid, and combinations of any of the foregoing. 

326. (New) /The composition of claim 3 1 Vwherein the total amount of the buffering 
agent is greater than&bout 1 0 mEq. 
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327. (New) The composition of claim 3T5^hereinr)fte total amount of the buffering 
agent is greater than about 20 mEq. 

328. (New) The composition of claim 315, wKerein the total amount of the buffering 
agent present in the composition is about 16 mEq to /bout 150 mEq. 

329. (New) The composition of clain^l^ wherein the total amount of the buffering 
agent present in the composition is about 16 mEq to about 70 mEq. 

330. (New) The composition ofplaim 315, wherein the total amount of the buffering 
agent present in the composition is abouf 16 mEq to about 55 mEq. 

331. (New) The composition of claim 31^, wherein at least one of the buffering agents 
is sodium bicarbonate. 

332. (New) The composition of clai m j31 _, wherein the amount of the sodium 
bicarbonate present in the composition is about 2 mEq to about 70 mEq. 

333. (New) The composition of claim 33 1, wherein the amount of the sodium 
bicarbonate present in the/composition is about 10 mEq to about 55 mEq. 

334. (New) The composition of claim 33 1, wherein the amount of the sodium 
bicarbonate present in the composition is about 12.5 mEq to about 30 mEq. 



335. (New) The composition of claim^^j^herein the amount of the sodium 
bicarbonate present in the composition is about 0.2 mEq, 1 mEq, 2 mEq, 3 mEq, 5 mEq, 10 mEq, 
12.5 mEq, 15 mEq, 20 mEq, 25 mEq, 30 mEq, 50 mEq, 70 mEq, or 150 mEq. 
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336. (New) The composition of claim 3 1 5, wherein at least one gf the buffering agents 
is calcium carbonate. 

337. (New) The composition of claim 336, wherein the amount of the calcium 
carbonate present in the composition is about 2 mEq to about 7p4nEq. 

338. (New) The composition of claim 336, wherein the amount of the calcium 
carbonate present in the composition is about 10 mEq to/about 55 mEq. 

339. (New) The composition of claim 336; wherein the amount of the calcium 
carbonate present in the composition is about 12.5^mEq to about 30 mEq. 

340. (New) The composition of claim 336, wherein the amount of the calcium 
carbonate present in the composition is about 0.2 mEq, 1 mEq, 2 mEq, 3 mEq, 5 mEq, 10 mEq, 
12.5 mEq, 15 mEq, 20 mEq, 25 mEq, 30faEq, 50 mEq, 70 mEq, or 150 mEq. 

341 . (New) The composition of claim 3 1 5, wherein the buffering agent is a mixture of 
sodium bicarbonate and calcium carbonate. 

342. (New) The composition of claim 341, wherein the amount of the sodium 
bicarbonate and calcium carbonate totals about 16 mEq to about 70 mEq. 

343. (New) The composition of claim^341^wherein the amount of the sodium 
bicarbonate and calcium carbonate totals about 16 mEq to about 50 mEq. 

344. (New) The composition of claim ^U^wherein the amount of the sodium 
bicarbonate and calcium carbonate totals about 16 mEq to about 30 mEq. 



53 




U.S. PatenT»PpIication Serial No. 10/054,350 

345. (New) The composition of claim 341, wherein the amoimt of the sodium 
bicarbonate and calcium carbonate totals about 0.2 mEq, 1 mEq, 2 mEq, 3 mEq, 5 mEq, 10 mEq, 
12.5 mEq, 15 mEq, 20 mEq, 25 mEq, 30 mEq, 50 mEq, 70 mEq,^r 150 mEq. 

346. (New) The composition of claim 3 1 5, whereiji all or part of the proton pump 
inhibitor is micronized. 

347. (New) The composition of claim 315, / herein all or part of the buffering agent is 
micronized. 

348. (New) The composition of claim/3 1 5, wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 
0.15 ^ig/ml from about 15 minutes to about/1 hour after administration of the composition. 

349. (New) The compositioryof claim 3 1 5, wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 
0.15 |^g/ml from about 15 minutes to about 1.5 hours after administration of the composition. 

350. (New) The composition of claim 315, wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 0.1 

™„_..™__ ^ 

35 1 . (New) The composition of claim JLS^^dierein the composition is administered in 
an amount to achieve/an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 jig/ml a/any time within about 30 minutes after administration of the composition. 
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352. (New) The composition of clai m 315^ wherein the composition is administered in 
an amount to maintain a serum concentration of the proton pump inhibitor greater than about 
0.15 |ig/ml from about 10 minutes to about 30 minutes after admimstration of the composition. 

353. (New) The composition of claim _3 j_5, wh ereinAhe composition is administered in 
an amount to achieve an initial serum concentration of the pfoton pump inhibitor greater than 
about 0.15 jig/ml at any time within about 20 minutes after administration of the composition. 



354. (New) The composition of claim 315^fherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.1 jig/ml at any time within about 15 minntes after administration of the composition. 

355. (New) The composition of claim 315, wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.15 |ig/ml at any time within about 15 minutes after administration of the composition. 

356. (New) The composition of claim ^^wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.10 |ag/ml at any time within about 20 minutes after administration of the composition. 

357. (New) The method of claim 1, wherein the composition is administered in an 
amount to achieve an initialyserum concentration of the proton pump inhibitor greater than about 
0.1 jag/ml at any time witMn about 20 minutes after administration of the composition. 
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358. (New) The method of claim 75, wherein the composition is administered in an 
amount to achieve an initial serum concentration of the proton pump inhibitor greater than about 
0.1 |ig/ml at any time within about 20 minutes after administration of the composition. 

359. (New) The method of claim 1 n^wherein the composition is administered in an 
amount to achieve an initial serum concentratiorybf the proton pump inhibitor greater than about 
0. 1 ^ig/ml at any time within about 20 minute/ after administration of the composition. 

360. (New) The composition oi claim r54 J jartierein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0. 1 |ig/ml at any time within apout 20 minutes after administration of the composition. 

361. (New) The composition of claim 292^wherein the composition is administered in 
an amount to achieve an initial serum concentration of the proton pump inhibitor greater than 
about 0.1 |!g/ml at any time w/thin about 20 minutes after administration of the composition. 



